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DEPARTMENT OF HEALTH AND HUMAN SERVICES (HHS)

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Office of the Secretary
21 CFR Ch. |
42 CFR Chs. |-V

45 CFR Subtitle A; Subtitle B, Chs. I,
i1, and X1

Regulatory Agenda

AGENCY: Office of the Secretary, HHS.
ACTION: Semiannual agenda.

SUMMARY: The Regulatory Flexibility Act
of 1980 and Executive Order 12866

require this semiannual publication that
inventories all rulemaking actions under

development or review by the
Department. The purpose is to
encourage public participation in the
regulatory process by providing, at as
early a stage as possible, summarized
information about regulatory actions
under consideration. Members of the
public wishing to communicate to the
Department their views on the potential
rulemakings outlined below are invited
to do so.

FOR FURTHER INFORMATION CONTACT: Ann
C. Agnew, Executive Secretary,
Department of Health and Human
Services, Washington, DC 20201.

SUPPLEMENTARY INFORMATION: The
capsulized information provided below
presents for public scrutiny a forecast of
the rulemaking activities that the
Department expects to undertake over

the foreseeable future. We focus
primarily on those areas of work
expected to result in publication of
notices of proposed rulemaking, or final
rules within the next 12 months. We
welcome the views of all concerned
with regard to the planned rulemakings
referenced below. Comments may be
directed to the agency officials cited in
each of the summaries. Or, if early
attention at the Secretary’s level is seen
as required, comments should be sent
to: Ann C. Agnew, Executive Secretary
to the Department, Room 603H, 200
Independence Avenue SW.,
Washington, DC 20201.

Dated: April 6, 2005.
Ann C. Agnew,
Executive Secretary to the Department.

Office of the Secretary—Proposed Rule Stage

Regulation
Sequence Title Identifier
Number Number
821 Safe Harbor for Electronic Prescribing Information Technology ..o 0991-AB39
Office of the Secretary—Final Rule Stage
Regulation
Slslﬂrli](et)r;ie Title Identifier
Number
822 Shared Risk Exception to the Safe Harbor ProviSions ............ooiiiiiiiiiii s 0991-AA91
823 Amending the Regulations Governing Nondiscrimination on the Basis of Race, Color, National Origin, Handicap,
Sex, and Age To Conform to the Civil Rights Restoration Act 0f 1987 .........oooiiiiiiiii e 0991-AB10
824 Safe Harbor for Waiver of Beneficiary Coinsurance and Deductible Amounts for a Medicare SELECT Policy ......... 0991-AB16
825 Clarification of Terms and Application of Program Exclusion Authority for Submitting Claims Containing Excessive
(0] T 1= U OSPRPRNt 0991-AB23
826 Medicare and State Health Care Programs: Fraud and Abuse; Safe Harbor for Federally Qualified Health Centers
Under the Anti-KiCKDACK STATULE .........eiiiiiiiie ettt a et e 0991-AB38
Office of the Secretary—Long-Term Actions
Regulation
Sl?lﬂgn%?re Title Identifier
Number
827 Revisions to Regulations Addressing the OIG’s Authority To Impose Civil Money Penalties and Assessments ....... 0991-AB03
828 L0 F= 4 E= N o] =Yo7 o] o TSP PP 0991-AB18
829 ST 1= 1 A @ 7= PO P PP PRR 0991-AB19
830 Health Insurance Portability and Accountability ACt—ENfOrCEMENt ..........cociiiiiiiiiiiiee e 0991-AB29
831 Revisions to the Waiver Provisions of the Office of Inspector General's (OIG)Exclusion Authorities ..........ccccceeveen. 0991-AB33
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Office of the Secretary—Completed Actions
Regulation
Sequence Title Identifier
Number Number
832 Office of Inspector General (OIG) Civil Money Penalties Under the Medicare Prescription Drug Discount Card Pro-
(o 2= 0 1 PSSP PTSPP PRSPPI 0991-AB40
Substance Abuse and Mental Health Services Administration—Proposed Rule Stage
Regulation
Slslﬂrli](et)r;ie Title Identifier
Number
833 Requirements Governing the Use of Seclusion and Restraint in Certain Nonmedical Community-Based Facilities
fOr Children @nd YOULN .....oviiiiee et r ettt eh et sa et eae et e eb e e s e e bt e s et e ean e et e nnnennenas 0930-AA10
Substance Abuse and Mental Health Services Administration—Final Rule Stage
Regulation
Sﬁﬂfn%necre Title Identifier
Number
834 Mandatory Guidelines for the Federal Workplace Drug Testing Program ..........ccccooieiniiiieinieiiee e 0930-AA12
Centers for Disease Control and Prevention—Proposed Rule Stage
Regulation
Sequence Title Identifier
Number Number
835 Amendments to Quality Assurance and Administrative Provision for Approval of Respiratory Protective Devices .... | 0920-AA04
836 Amendments to Self-Contained Breathing Apparatus Requirements for Approval of Respiratory Protective Devices | 0920-AA10
837 Control of Communicable Diseases, Interstate and Foreign Quarantine ..............ccccoiiiiiiiiiiiiiicicce 0920-AA12
Centers for Disease Control and Prevention—Completed Actions
Regulation
Sequence Title Identifier
Number Number
838 Possession, Use, and Transfer of Select Agents and TOXINS .......ccooiiiiiiiiiaiiieiie et ee s 0920-AA09
839 Establishment of Vaccination Clinics; User Fees for Investigational New Drug (IND) Influenza Vaccine Services
=T gL Y =TT g T= TP TP 0920-AA11
Food and Drug Administration—Prerule Stage
Regulation
Sﬁagn%r;cre Title Identifier
Number
840 Food Labeling; Prominence Of CAlOMES ........couiiiiuiiiiieiie ittt ettt ettt e bt esae e e b e e sae e eabeesseeebeesaneeneeean 0910-AF22
841 Food Labeling; Serving Sizes of Products That Can Reasonably Be Consumed at One Eating Occasion; Updating
of Reference Amounts Customarily Consumed; Approaches for Recommending Smaller Portion Sizes ................. 0910-AF23
842 Over-the-Counter (OTC) Drug Review—Sunscreen ProdUCES ...........ccoeeiiiiiriiininiinieneesie st 0910-AF43
Food and Drug Administration—Proposed Rule Stage
Regulation
Sequence Title identiier
umber
843 Foreign and Domestic Establishment Registration and Listing Requirements for Human Drugs, Certain Biological
Drugs, and ANIMAl DIUGS ......ooiiiiiiiee et e e e e e e e sme e e e sme e e e sre e e e sneennennean 0910-AA49
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Food and Drug Administration—Proposed Rule Stage (Continued)
Regulation
Sequence Title \dentiior
Number
844 Medical Devices; Anesthesiology Devices; Proposed Reclassification of Pressure Regulators for Use With Medical
L0 )4 =) o PSPPSR 0910-AC30
845 Submission of Standardized Electronic Study Data From Clinical Studies Evaluating Human Drugs and Biologics 0910-AC52
846 Medical Gas Containers and Closures; Current Good Manufacturing Practice Requirements .........c.cccoceeenviieenncne. 0910-AC53
847 Food Standards: General Principles and Food Standards Modernization ............. 0910-AC54
848 Positron Emission Tomography Drugs; Current Good Manufacturing Practices ... .. | 0910-AC55
849 Reporting Information Regarding Falsification Of Data ..........cccoceeiiiiiiiiiiiieee e 0910-AC59
850 HEAIN ClIAIMS ...ttt h e e R e e et e e e et e ae e et eae e et e R e e s e e R e e s e e Rt e s e et e nan et e nanenrennnennenns 0910-AF09
851 Content and Format of Labeling for Human Prescription Drugs and Biologics; Requirements for Pregnancy and
(=T = 1o o OO PR TP 0910-AF11
852 Cochineal Extract and Carmine Label DeCIaration .............ccooeiiiiiiiiiiiesie et 0910-AF12
853 Charging for Investigational Drugs ............cccccceene 0910-AF13
854 Treatment Use of Investigational Drugs 0910-AF14
855 Distribution of Blood Derivatives by Registered Blood Establishments That Qualify as Health Care Entities; PDMA
of 1987; PDA of 1992; Policies, Requirements, and Administrative Procedures ..........ccccccveeiiiriicieeinceeesieeeeseeens 0910-AF16
856 Revocation of the Status of Specific Products; Group A StreptOCOCCUS .......cocuiiiiiiiiiiiiieiieeree et 0910-AF20
857 Obstetrical and Gynecological Devices; Designation of Special Control for Condoms and Condoms With
S o =T gaq oo =T T o] 7= T o | AP PPR R SUPPRPRN 0910-AF21
858 Blood Initiative—Requirements for Human Blood and Blood Components Intended for Transfusion or for Further
Y =T a 10 = ot (0T g To T U TSP TP 0910-AF25
859 Over-the-Counter (OTC) Drug Review—Cough/Cold (Bronchodilator) Products ............cccoeeiiiiininiiiniieeee e, 0910-AF32
860 Over-the-Counter (OTC) Drug Review—Cough/Cold (Combination) Products .. | 0910-AF33
861 Over-the-Counter (OTC) Drug Review—Cough/Cold (Nasal Decongestant) Products ...........ccccoceeiiniiinecniieneennne. 0910-AF34
862 Over-the-Counter (OTC) Drug Review—Internal Analgesic ProduCLS .........ccceoiiiiiiiieeiieeiie e 0910-AF36
863 Over-the-Counter (OTC) Drug Review—Labeling of Drug Products for OTC Human Use ... 0910-AF37
864 Over-the-Counter (OTC) Drug Review—Ophthalmic Products ...........cccceceieriineniinenieenene 0910-AF39
865 Over-the-Counter (OTC) Drug Review—Weight Control Products .. .. | 0910-AF45
866 Substances Prohibited From Use in Animal FOOd OF FEEA ........coiiiiiiiiiiiiieeeeere e 0910-AF46
867 Over-the-Counter (OTC) Drug Review—Dandruff, Seborrheic Dermatitis, and Psoriasis Products ............ccccceevuennee. 0910-AF49
868 Over-the-Counter (OTC) Drug Review—Skin Bleaching Prodcuts 0910-AF53
869 Over-the-Counter (OTC) Drug Review—Stimulant Drug Products 0910-AF56
870 Designation of New Animal Drugs for Minor Use and MiNOr SPECIES .........ccceiiiiiiiiiiiniieiieereeeee e 0910-AF60
Food and Drug Administration—Final Rule Stage
Regulation
Sequence Title \dantiior
Number
871 Requirements on Content and Format of Labeling for Human Prescription Drugs and Biological Products .............. 0910-AA94
872 Safety Reporting Requirements for Human Drug and Biological Products ............cccoceeiiiiiiiiiienie e 0910-AA97
873 Applications for FDA Approval To Market a New Drug; Complete Response Letter; Amendments To Unapproved
Y o] o)1= o PR 0910-AB34
874 CGMPs for Blood and Blood Components: Notification of Consignees and Transfusion Recipients Receiving
Blood and Blood Components at Increased Risk of Transmitting HCV Infection (Lookback) ...........cccceeiiiniiiiennne. 0910-AB76
875 Current Good Manufacturing Practice in Manufacturing, Packing, or Holding Dietary Ingredients and Dietary Sup-
1T LT o TP PSP PP PRPOTSUPPRPPINt 0910-AB88
876 Requirements Pertaining to Sampling Services and Private Laboratories Used in Connection With Imported Food 0910-AB96
877 Additional Safeguards for Children in Clinical Investigations of FDA-Regulated Products ............ccccooeverieeienennnennn. 0910-ACO07
878 Prevention of Salmonella Enteritidis in Shell Eggs ............. 0910-AC14
879 Institutional Review Boards: Registration Requirements .. | 0910-AC17
880 Exception From General Requirements for Informed Consent; Request for Comments and Information .................. 0910-AC25
881 Medical Devices; Patient Examination and Surgeons’ Gloves; AJUEration ............cccooeeiieirieiiieenie e 0910-AC32
882 Amendments to the Performance Standard for Diagnostic X-Ray Systems and Their Major Components . 0910-AC34
883 Toll-Free Number for Reporting Adverse Events on Labeling for Human Drugs ..........ccccceociiiiiiiiniicens .. | 0910-AC35
884 Registration of Food and Animal Feed FaCIliIES ........cceoiiiiiiiiiiee e e 0910-AC40
885 Prior Notice of Imported Food Under the Public Health Security and Bioterrorism Preparedness and Response Act
(o) 200 2 PP PPRPRRN 0910-AC41
886 Quality Standard Regulation Establishing an Allowable Level for Arsenic in Bottled Water ...........cccooevvriiiiniinenns 0910-AF10
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HHS
Food and Drug Administration—Final Rule Stage (Continued)
Sequence Title "Gentir
u r
887 Human Subject Protection; Foreign Clinical Studies Not Conducted Under an Investigational New Drug Applica-
Lo} o T OSSP P PP PSPPI PPN 0910-AF15
888 Blood Initiative—Revisions to Labeling and Storage Requirements for Blood and Blood Components, Including
ST T0 (o7 o =T o - PSPPSR 0910-AF26
889 Infant Formula: Current Good Manufacturing Practices; Quality Control Procedures; Notification Requirements;
RECOIAS AN REPOITS ...ttt ettt ettt e bt et e e e ab e e sh e e st e e sbe e e bt e e be e s beenan e et e e senes 0910-AF27
890 Infant Formula QUAIITY FACOIS ........oiiiiiiiii ettt ettt e et e st e et e et e e sbeeanseesseeenbeaaseeenbeesnaeenseaan 0910-AF28
891 Over-the-Counter (OTC) Drug Review—Cough/Cold (Antihistaming) Products ..........cccccoiviiiiiniiiiinniceec e 0910-AF31
892 Over-the-Counter (OTC) Drug Review—Skin Protectant ProdUcCtS ..........cccocoeiiiiiiiiiiiiiiee e 0910-AF42
893 Over-the-Counter (OTC) Drug Review—Vaginal Contraceptive Products ...........cccceceiiiiiiiiiiiiinicceesec e 0910-AF44
894 Use of Materials Derived From Cattle in Human Food and COSMELICS ........ccccueeiiiiiiiiiiiiiiieieciee e 0910-AF47
895 Recordkeeping Requirements for Human Food and Cosmetics Manufactured From, Processed With, or Otherwise
Containing Material FrOM Cattle ...........ociiiiiiiieie ettt r e r e snesneennenns 0910-AF48
896 Over-the-Counter (OTC) Drug Review—Antacid ProdUCLS ...........ccceeiiiiiriiiiinicsieese e 0910-AF52
897 Supplements and Other Changes to Approved New Animal Drug AppliCations .........c.cccoereereneeienenieneeeseneeneene 0910-AF59
898 Biological Products; Bacterial Vaccines and Toxoids; Implementation of Efficacy Review ..o 0910-AF62
Food and Drug Administration—Long-Term Actions
Sequence Title oantiior
Number
899 Investigational New Drugs: Export Requirements for Unapproved New Drug Products ............ccccoccivviiiiiiiiiniicnennne 0910-AA61
900 Chronic Wasting Disease: Control of Food Products and Cosmetics Derived From Exposed Animal Populations ... | 0910-AC21
901 Requirements for Submission of In Vivo Bioequivalence Data ..........ccceceviriiriiieeiiiieeseeeseee st 0910-AC23
902 Food Labeling: Trans Fatty Acids in Nutrition Labeling: Consumer Research To Consider Nutrient Content and
Health Claims and Possible Footnote or Disclosure Statements ...........cccoeeieiiiieninieneere e 0910-AC50
903 Current Good Manufacturing Practice in Manufacturing, Processing, Packing, or Holding of Drugs; Revision of
Certain Labeling Controls ..........cccciiiiiiiiiiiieeee e, 0910-AF08
904 Over-the-Counter (OTC) Drug Review—External Analgesic Products 0910-AF35
905 Over-the-Counter (OTC) Drug Review—Laxative Drug Products ...... 0910-AF38
906 Over-the-Counter (OTC) Drug Review—Oral Health Care Products ..........ccccoceeeeene .. | 0910-AF40
907 Over-the-Counter (OTC) Drug Review—Overindulgence in Food and Drink Products .............cccccoiviiiiiiiiiiiiinnnns 0910-AF51
908 Use of Materials Derived From Cattle in Medical Products Intended for Use in Humans and Drugs Intended for
USE IN RUMINANTS ...ttt s e e e bt s e et e e s ab e e s b e e s e e e sbe e s b e e s be e s b e e saeesneesenas 0910-AF54
909 Label Requirement for Food That Has Been Refused Admission Into the United States ..........cccoovviviiiinciiencne. 0910-AF61
Food and Drug Administration—Completed Actions
Sequence Title oantiior
Number
910 Current Good Tissue Practice for Human Cell, Tissue, and Cellular and Tissue-Based Product Establishments; In-
[ oo o =T o I = ) (o (oT=T o o T=Y o | PSSR 0910-AB28
911 Establishment and Maintenance of Records Pursuant to the Public Health Security and Bioterrorism Prepared-
ness and Response Act of 2002 (Completion of a Section 610 ReVIEW) ............ccoceiiiiiiiiiiiiiiic e 0910-AC39
912 Food Labeling: Food Allergen Ingredient Labeling ..........ccccoiiiiiiiiiiiiic s 0910-AF07
913 Use of Ozone-Depleting Substances: Removal of Essential Use Designation; Albuterol ............c.cccoeiviiiiniiinnnne. 0910-AF18
914 Requirements for Human and Animal Medical Products Manufactured From, Processed With, or Otherwise Con-
taining Material From Cattle ..........ooiiiiiiie ettt sttt b e bbb et e nne e 0910-AF55
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HHS—CDC

Completed Actions

Investigational New Drug application
(IND).

Timetable:

Action Date FR Cite

Interim Final Rule 01/25/05 70 FR 3490

Regulatory Flexibility Analysis
Required: No

Small Entities Affected: No
Government Levels Affected: None

Agency Contact: Lisa Rotz, Department
of Health and Human Services, Centers

for Disease Control and Prevention,
MS-C-19, 1600 Clifton Road, Atlanta,
GA 30333

Phone: 404 639—-0153

RIN: 0920-AA11

Department of Health and Human Services (HHS)
Food and Drug Administration (FDA)

Prerule Stage

840. FOOD LABELING; PROMINENCE
OF CALORIES

Priority: Other Significant

Legal Authority: 21 USC 321; 21 USC
343; 21 USC 371

CFR Citation: 21 CFR 101.9
Legal Deadline: None

Abstract: In response to the Report of
the Working Group on Obesity (OWG)
that FDA issued on March 12, 2004,
the agency issued on April 4, 2005, an
advance notice of proposed rulemaking
(ANPRM) in its efforts to combat the
Nation’s obesity problem. The ANPRM
requested comments on ways to give
more prominence to “calories” on the
food label.

Timetable:
Action Date FR Cite
ANPRM 04/04/05 70 FR 17008
ANPRM Comment 06/20/05

Period End
NPRM To Be Determined

Regulatory Flexibility Analysis
Required: Undetermined

Government Levels Affected:
Undetermined

Agency Contact: Jill Kevala, Chemist,
Department of Health and Human
Services, Food and Drug
Administration, HFS—-830, Center for
Food Safety and Applied Nutrition,
5100 Paint Branch Parkway, College
Park, MD 20740

Phone: 301 436-1450

Fax: 301 436—-2636

Email: jkevala@cfsan.fda.gov

RIN: 0910-AF22

841. FOOD LABELING; SERVING
SIZES OF PRODUCTS THAT CAN
REASONABLY BE CONSUMED AT
ONE EATING OCCASION; UPDATING
OF REFERENCE AMOUNTS
CUSTOMARILY CONSUMED:;
APPROACHES FOR RECOMMENDING
SMALLER PORTION SIZES

Priority: Other Significant

Legal Authority: 21 USC 321; 21 USC
343; 21 USC 371

CFR Citation: 21 CFR 101.9(b); 21 CFR
101.12; 21 CFR 101.60(b)

Legal Deadline: None

Abstract: In response to the Report of
the Working Group on Obesity that
FDA issued on March 12, 2004, the
agency issued on April 4, 2005, an
advance notice of proposed rulemaking
(ANPRM) in its efforts to combat the
Nation’s obesity problem. The ANPRM
requested comments on changes to the
agency’s nutrition labeling regulations
on serving size and comments on
allowance of truthful, nonmisleading,
and useful approaches for promoting
consumption of smaller portion sizes.

Timetable:

Action Date FR Cite
ANPRM 04/04/05 70 FR 17010
ANPRM Comment 06/20/05

Period End
NPRM To Be Determined

Regulatory Flexibility Analysis
Required: Undetermined

Government Levels Affected:
Undetermined

Agency Contact: Lori LeGault,
Nutritionist, Department of Health and
Human Services, Food and Drug
Administration, HFS—-840, 5100 Paint
Branch Parkway, College Park, MD
20740

Phone: 301 436-1791

Fax: 301 436—-2635

Email: llegault@cfsan.fda.gov

RIN: 0910-AF23

842. OVER-THE-COUNTER (OTC)
DRUG REVIEW—SUNSCREEN
PRODUCTS

Priority: Routine and Frequent

Legal Authority: 21 USC 321p; 21 USC
351 to 353; 21 USC 355; 21 USC 360a;
21 USC 371a; 21 USC 331; 21 USC 360;
21 USC 371

CFR Citation: 21 CFR 201; 21 CFR 310;
21 CFR 330 to 358

Legal Deadline: None

Abstract: The OTC drug review
establishes conditions under which
OTC drugs are considered generally
recognized as safe and effective and not
misbranded. After a final monograph
(i.e. final rule) is issued, only OTC
drugs meeting the conditions of the
monograph, or having an approved new
drug application, may be legally
marketed. One action addresses
formulation, labeling, and testing
requirements for both ultraviolet B
(UVB) and ultraviolet A (UVA)
radiation protection, and the other
action addresses combination products
containing sunscreen and insect
repellent ingredients.

Timetable:
Action Date FR Cite
ANPRM (Sunscreen  10/00/05
and Insect
Repellent)
NPRM (UVA/UVB) 12/00/05

Regulatory Flexibility Analysis
Required: Yes

Small Entities Affected: Businesses
Government Levels Affected: None

Agency Contact: Gerald M. Rachanow,
Regulatory Counsel, Division of
Over—the—Counter Drug Products,
Department of Health and Human
Services, Food and Drug
Administration, HFD-560, Center for
Drug Evaluation and Research, 5600
Fishers Lane, HFD-560, Rockville, MD
20857
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HHS—FDA

Prerule Stage

Phone: 301 827—-2241
Fax: 301 827-2315

Email: rachanow@cder.fda.gov
Related RIN: Split from 0910-AA01
RIN: 0910—-AF43

Department of Health and Human Services (HHS)
Food and Drug Administration (FDA)

Proposed Rule Stage

843. FOREIGN AND DOMESTIC
ESTABLISHMENT REGISTRATION
AND LISTING REQUIREMENTS FOR
HUMAN DRUGS, CERTAIN
BIOLOGICAL DRUGS, AND ANIMAL
DRUGS

Priority: Other Significant

Legal Authority: 21 USC 321; 21 USC
331; 21 USC 351; 21 USC 352; 21 USC
355; 21 USC 360; 21 USC 360b; 21 USC
371; 21 USC 374; 42 USC 262; 42 USC
264; 42 USC 271

CFR Citation: 21 CFR 20; 21 CFR 201;
21 CFR 207; 21 CFR 314; 21 CFR 330;
21 CFR 514; 21 CFR 515; 21 CFR 601;
21 CFR 607; 21 CFR 610; 21 CFR 1271

Legal Deadline: None

Abstract: The proposed rule would
reorganize, consolidate, clarify, and
modify current regulations at 21 CFR
part 207 concerning who must register
establishments and list human drugs,
certain biological drugs, and animal
drugs. These regulations contain
information on when, how, and where
to register drug establishments and list
drugs, and what information must be
submitted for initial registration and
listing and for changes to registration
and listing. The proposed rule would
require that this information be
submitted via the Internet into the FDA
registration and listing database,
instead of the current requirement to
submit the information to FDA on
paper forms. The proposed rule would
also require that the NDC number
appear on drug labels. In addition, FDA
would assign the NDC number to newly
listed drugs and take other steps to
minimize the use of inaccurate NDC
numbers on drug labels.

Timetable:
Action Date FR Cite
NPRM 09/00/05

Regulatory Flexibility Analysis
Required: Yes

Small Entities Affected: Businesses
Government Levels Affected: None

Agency Contact: Howard P. Muller,
Office of Regulatory Policy, Department

of Health and Human Services, Food
and Drug Administration, Suite 3037
(HFD-7), Center for Drug Evaluation
and Research, 5515 Security Lane,
Suite 1101 (HFD-7), Rockville, MD
20852

Phone: 301 594-2041

Fax: 301 827-5562

Email: mullerh@cder.fda.gov

RIN: 0910-AA49

844. MEDICAL DEVICES;
ANESTHESIOLOGY DEVICES;
PROPOSED RECLASSIFICATION OF
PRESSURE REGULATORS FOR USE
WITH MEDICAL OXYGEN

Priority: Substantive, Nonsignificant

Legal Authority: 21 USC 351; 21 USC
352; 21 USC 360c¢(e)(1); 21 USC 371

CFR Citation: 21 CFR 868.2700
Legal Deadline: None

Abstract: The Food and Drug
Administration (FDA) is proposing to
reclassify pressure regulators for use
with medical oxygen from class I to
class II and to establish a special
control for oxygen pressure regulators
to address problems of fire and
explosion associated with use of these
devices. The special control will be a
guidance document that includes
standardized testing, performance, and
labeling guidance for industry. Devices
that meet the special control will be
exempt from the premarket notification
requirements of the Act. The agency
believes it is taking a least burdensome
approach for industry. This proposed
rule will phase-in a compliance
approach that will minimize the cost.
FDA seeks to reclassify these devices
under section 513(e)(1) of the Federal
Food, Drug, and Cosmetic Act (21
U.S.C. 360c(e)(1)).

Timetable:
Action Date FR Cite
NPRM 12/00/05

Regulatory Flexibility Analysis
Required: Undetermined

Government Levels Affected:
Undetermined

Federalism: Undetermined

Agency Contact: Myrna Hanna,
Regulations Staff, Department of Health
and Human Services, Food and Drug
Administration, Center for Devices and
Radiological Health, HFZ-215, 1350
Piccard Drive, Rockville, MD 20850
Phone: 301 827-2971

Fax: 301 594-4765

Email: myh@fda.hhs.gov

RIN: 0910-AC30

845. SUBMISSION OF STANDARDIZED
ELECTRONIC STUDY DATA FROM
CLINICAL STUDIES EVALUATING
HUMAN DRUGS AND BIOLOGICS

Priority: Substantive, Nonsignificant.
Major status under 5 USC 801 is
undetermined.

Legal Authority: 21 USC 355; 21 USC
371; 42 USC 262

CFR Citation: 21 CFR 314.50; 21 CFR
601.12; 21 CFR 314.94

Legal Deadline: None

Abstract: The Food and Drug
Administration (FDA) is proposing to
amend the regulations governing the
format in which clinical study data
(CSD) are required to be submitted for
new drug applications (NDAs),
biological license applications (BLAs),
and abbreviated new drug applications
(ANDAs). The proposal would revise
our regulations to require that CSD
submitted for NDAs, ANDAs, BLAs,
and their supplements and
amendments be provided in electronic
format and require the use of standard
data structure, terminology, and code
sets. The proposal would improve the
efficiency of the exchange of
information from clinical studies
through the adoption of standards for
study data submitted in an electronic
form that FDA can process, review, and
archive.



26838

Federal Register/Vol. 70, No. 93/Monday, May 16, 2005/ Unified Agenda

HHS—FDA

Proposed Rule Stage

consistent with current practices and to
remove unnecessary or outdated
requirements. This action is based on
FDA’s comprehensive review of the
biologics regulations. It is also based
on reports by the U.S. House of
Representatives Committee on
Government Reform and Oversight
Subcommittee on House Resources and
Intergovernmental Relations, the
General Accounting Office, and the
Institute of Medicine, as well as on
public comments. These actions are
intended to help ensure the continued
safety of the Nation’s blood supply.

Timetable:
Action Date FR Cite
NPRM 12/00/05

Regulatory Flexibility Analysis
Required: No

Small Entities Affected: Businesses
Government Levels Affected: None

Agency Contact: Paula S. McKeever,
Regulatory Policy Analyst, Department
of Health and Human Services, Food
and Drug Administration, Suite 200N
(HFM-17), Center for Biologics
Evaluation and Research, HFM-17,
1401 Rockville Pike, Suite 200N,
Rockville, MD 20852-1448

Phone: 301 827-6210

Fax: 301 827-9434

Related RIN: Split from 0910-AB26
RIN: 0910-AF25

859. OVER-THE-COUNTER (OTC)
DRUG REVIEW—COUGH/COLD
(BRONCHODILATOR) PRODUCTS

Priority: Routine and Frequent

Legal Authority: 21 USC 321p; 21 USC
351 to 353; 21 USC 355; 21 USC 360a;
21USC 371a; 21 USC 331; 21 USC 360;
21 USC 371

CFR Citation: 21 CFR 201; 21 CFR 310;
21 CFR 330 to 358

Legal Deadline: None

Abstract: The OTC drug review
establishes conditions under which
OTC drugs are considered generally
recognized as safe and effective and not
misbranded. After a final monograph
(i.e. final rule) is issued, only OTC
drugs meeting the conditions of the
monograph, or having an approved new
drug application, may be legally
marketed. This action addresses
labeling for these products.

Timetable:
Action Date FR Cite
NPRM (Amendment) 06/00/05

Regulatory Flexibility Analysis
Required: Yes

Small Entities Affected: Businesses
Government Levels Affected: None

Agency Contact: Gerald M. Rachanow,
Regulatory Counsel, Division of
Over—the—Counter Drug Products,
Department of Health and Human
Services, Food and Drug
Administration, HFD-560, Center for
Drug Evaluation and Research, 5600
Fishers Lane, HFD-560, Rockville, MD
20857

Phone: 301 827-2241

Fax: 301 827-2315

Email: rachanow@cder.fda.gov

Related RIN: Split from 0910-AA01
RIN: 0910-AF32

860. OVER-THE-COUNTER (OTC)
DRUG REVIEW—COUGH/COLD
(COMBINATION) PRODUCTS

Priority: Routine and Frequent

Legal Authority: 21 USC 321p; 21 USC
351 to 353; 21 USC 355; 21 USC 360a;
21USC 371a; 21 USC 331; 21 USC 360;
21 USC 371

CFR Citation: 21 CFR 201; 21 CFR 310;
21 CFR 330 to 358

Legal Deadline: None

Abstract: The OTC drug review
establishes conditions under which
OTC drugs are considered generally
recognized as safe and effective and not
misbranded. After a final monograph
(i.e. final rule) is issued, only OTC
drugs meeting the conditions of the
monograph, or having an approved new
drug application, may be legally
marketed. This action addresses
combination products containing an
oral bronchodilator.

Timetable:
Action Date FR Cite
NPRM (Amendment) 06/00/05

Regulatory Flexibility Analysis
Required: Yes

Small Entities Affected: Businesses
Government Levels Affected: None

Agency Contact: Gerald M. Rachanow,
Regulatory Counsel, Division of
Over—the—Counter Drug Products,
Department of Health and Human

Services, Food and Drug
Administration, HFD-560, Center for
Drug Evaluation and Research, 5600
Fishers Lane, HFD-560, Rockville, MD
20857

Phone: 301 827-2241

Fax: 301 827-2315

Email: rachanow@cder.fda.gov

Related RIN: Split from 0910-AA01
RIN: 0910-AF33

861. OVER-THE-COUNTER (OTC)
DRUG REVIEW—COUGH/COLD
(NASAL DECONGESTANT)
PRODUCTS

Priority: Routine and Frequent

Legal Authority: 21 USC 321p; 21 USC
351 to 353; 21 USC 355; 21 USC 360a;
21 USC 371a; 21 USC 331; 21 USC 360;
21 USC 371

CFR Citation: 21 CFR 201; 21 CFR 310;
21 CFR 330 to 358

Legal Deadline: None

Abstract: The OTC drug review
establishes conditions under which
OTC drugs are considered generally
recognized as safe and effective and not
misbranded. After a final monograph
(i.e. final rule) is issued, only OTC
drugs meeting the conditions of the
monograph, or having an approved new
drug application, may be legally
marketed. One action addresses the
ingredient phenylephrine bitartrate, and
the other action addresses the
ingredient phenylpropanolamine.

Timetable:

Date FR Cite
08/02/04 69 FR 46119

Action

NPRM (Amendment)
(Sinusitis Claim)
NPRM (Phenylephrine 11/02/04 69 FR 63482

Bitartrate)

NPRM (Phenyl 08/00/05
propanolamine)

Final Action 08/00/05
(Amendment)

(Sinusitis Claim)

Regulatory Flexibility Analysis
Required: Yes

Small Entities Affected: Businesses
Government Levels Affected: None

Agency Contact: Gerald M. Rachanow,
Regulatory Counsel, Division of
Over—the—Counter Drug Products,
Department of Health and Human
Services, Food and Drug
Administration, HFD-560, Center for
Drug Evaluation and Research, 5600
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Fishers Lane, HFD-560, Rockville, MD
20857

Phone: 301 827-2241

Fax: 301 827-2315

Email: rachanow@cder.fda.gov

Related RIN: Split from 0910-AA01
RIN: 0910-AF34

862. OVER-THE-COUNTER (OTC)
DRUG REVIEW—INTERNAL
ANALGESIC PRODUCTS

Priority: Routine and Frequent

Legal Authority: 21 USC 321p; 21 USC
351 to 353; 21 USC 355; 21 USC 360a;

21USC 371a; 21 USC 331; 21 USC 360;
21 USC 360gg to 360ss; 21 USC 371;

21 USC 374; 21 USC 379e; 42 USC 216;
42 USC 241; 42 USC 262; 42 USC 264

CFR Citation: 21 CFR 201; 21 CFR 310;
21 CFR 330 to 358

Legal Deadline: None

Abstract: The OTC drug review
establishes conditions under which
OTC drugs are considered generally
recognized as safe and effective and not
misbranded. After a final monograph
(i.e. final rule) is issued, only OTC
drugs meeting the conditions of the
monograph, or having an approved new
drug application, may be legally
marketed. One action addresses
labeling intended to better inform
consumers of potential risks associated
with these products. The second action
addresses products marketed for
children under two years old and
weight- and age-based dosing for
children’s products. The third action
addresses combination products
containing the analgesic acetaminophen
or aspirin and sodium bicarbonate used
as an antacid ingredient. The fourth
action addresses products labeled to
relieve upset stomach associated with
overindulgence in food and drink and
to relieve symptoms associated with a
hangover.

Regulatory Flexibility Analysis
Required: Yes

Small Entities Affected: Businesses
Government Levels Affected: None

Agency Contact: Gerald M. Rachanow,
Regulatory Counsel, Division of
Over—the—Counter Drug Products,
Department of Health and Human
Services, Food and Drug
Administration, HFD-560, Center for
Drug Evaluation and Research, 5600
Fishers Lane, HFD-560, Rockville, MD
20857

Phone: 301 827-2241

Fax: 301 827-2315

Email: rachanow@cder.fda.gov

Related RIN: Split from 0910-AA01
RIN: 0910-AF36

Timetable:

Action Date FR Cite

NPRM (Amendment) 06/00/05
(Labeling)

NPRM (Amendment) 07/00/05
(Pediatric)

NPRM (Amendment) 01/00/06
(Combinations with
Sodium
Bicarbonate)

NPRM (Amendment) 01/00/06

(Overindulgence/
Hangover)

863. OVER-THE-COUNTER (OTC)
DRUG REVIEW—LABELING OF DRUG
PRODUCTS FOR OTC HUMAN USE

Priority: Routine and Frequent

Legal Authority: 21 USC 321p; 21 USC
351 to 353; 21 USC 355; 21 USC 360a;
21USC 371a; 21 USC 331; 21 USC 360;
21 USC 371; 21 USC 358; 21 USC
360gg to 360ss; 21 USC 374; 21 USC
379e; 42 USC 216; 42 USC 241; 42 USC
262; 42 USC 264

CFR Citation: 21 CFR 201; 21 CFR 310;
21 CFR 330 to 358

Legal Deadline: None

Abstract: The OTC drug review
establishes conditions under which
OTC drugs are considered generally
recognized as safe and effective and not
misbranded. After a final monograph
(i.e. final rule) is issued, only OTC
drugs meeting the conditions of the
monograph, or having an approved new
drug application, may be legally
marketed. This action addresses
labeling for convenience (small) size
OTC drug packages.

Timetable:
Action Date FR Cite
NPRM (Convenience 12/00/05

Sizes)

Regulatory Flexibility Analysis
Required: Yes

Small Entities Affected: Businesses
Government Levels Affected: None

Agency Contact: Gerald M. Rachanow,
Regulatory Counsel, Division of
Over—the—Counter Drug Products,
Department of Health and Human

Services, Food and Drug
Administration, HFD-560, Center for
Drug Evaluation and Research, 5600
Fishers Lane, HFD-560, Rockville, MD
20857

Phone: 301 827-2241

Fax: 301 827-2315

Email: rachanow@cder.fda.gov

Related RIN: Split from 0910-AA01
RIN: 0910-AF37

864. OVER-THE-COUNTER (OTC)
DRUG REVIEW—OPHTHALMIC
PRODUCTS

Priority: Routine and Frequent

Legal Authority: 21 USC 321p; 21 USC
351 to 353; 21 USC 355; 21 USC 360a;
21 USC 371a; 21 USC 331; 21 USC 360;
21 USC 371

CFR Citation: 21 CFR 201; 21 CFR 310;
21 CFR 330 to 358

Legal Deadline: None

Abstract: The OTC drug review
establishes conditions under which
OTC drugs are considered generally
recognized as safe and effective and not
misbranded. After a final monograph
(i.e. final rule) is issued, only OTC
drugs meeting the conditions of the
monograph, or having an approved new
drug application, may be legally
marketed. This action addresses
emergency first aid eyewash products.

Timetable:
Action Date FR Cite
NPRM (Amendment) 12/00/05

(Emergency First
Aid Eyewashes)

Regulatory Flexibility Analysis
Required: Yes

Small Entities Affected: Businesses
Government Levels Affected: None

Agency Contact: Gerald M. Rachanow,
Regulatory Counsel, Division of
Over—the—Counter Drug Products,
Department of Health and Human
Services, Food and Drug
Administration, HFD-560, Center for
Drug Evaluation and Research, 5600
Fishers Lane, HFD-560, Rockville, MD
20857

Phone: 301 827-2241

Fax: 301 827-2315

Email: rachanow@cder.fda.gov

Related RIN: Split from 0910-AA01
RIN: 0910-AF39
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865. OVER-THE-COUNTER (OTC)
DRUG REVIEW—WEIGHT CONTROL
PRODUCTS

Priority: Routine and Frequent

Legal Authority: 21 USC 321p; 21 USC
351 to 353; 21 USC 355; 21 USC 360a;
21 USC 371a; 21 USC 331; 21 USC 360;
21 USC 371

CFR Citation: 21 CFR 201; 21 CFR 310;
21 CFR 330 to 358

Legal Deadline: None

Abstract: The OTC drug review
establishes conditions under which
OTC drugs are considered generally
recognized as safe and effective and not
misbranded. After a final monograph
(i.e. final rule) is issued, only OTC
drugs meeting the conditions of the
monograph, or having an approved new
drug application, may be legally
marketed. One action addresses the
ingredient phenylpropanolamine, and
the other action addresses the
ingredient benzocaine.

Timetable:

Action Date FR Cite

NPRM (Phenyl 08/00/05
propanolamine)

NPRM (Benzocaine) 12/00/05

Regulatory Flexibility Analysis
Required: Yes

Small Entities Affected: Businesses
Government Levels Affected: None

Agency Contact: Gerald M. Rachanow,
Regulatory Counsel, Division of
Over—the—Counter Drug Products,
Department of Health and Human
Services, Food and Drug
Administration, HFD-560, Center for
Drug Evaluation and Research, 5600
Fishers Lane, HFD-560, Rockville, MD
20857

Phone: 301 827-2241

Fax: 301 827-2315

Email: rachanow@cder.fda.gov

Related RIN: Split from 0910-AA01
RIN: 0910-AF45

866. SUBSTANCES PROHIBITED
FROM USE IN ANIMAL FOOD OR
FEED

Priority: Other Significant. Major under
5 USC 801.

Legal Authority: 21 USC 321; 21 USC
342; 21 USC 343; 21 USC 349; 21 USC
371

CFR Citation: 21 CFR 589.2001

Legal Deadline: None

Abstract: The Food and Drug
Administration (FDA) is proposing to
amend its regulations to prohibit the
use of certain cattle origin materials in
the food or feed of all animals to help
strengthen existing safeguards to
prevent the spread of bovine
spongiform encephalopathy (BSE) in
U.S. cattle. The discovery of a BSE-
positive dairy cow in December 2003
has caused FDA to review its policies
for prevention of BSE which resulted
in this rulemaking.

Timetable:
Action Date FR Cite
ANPRM 07/14/04 69 FR 42288
ANPRM Comment 08/13/04

Period End
NPRM 08/00/05

Regulatory Flexibility Analysis
Required: Yes

Small Entities Affected: Businesses
Government Levels Affected: None

Agency Contact: Burt Pritchett,
Biologist, Department of Health and
Human Services, Food and Drug
Administration, Center for Veterinary
Medicine, HFV-222, 7519 Standish
Place, MPN-4, Rockville, MD 20855
Phone: 240 453-6860

Fax: 240 453-6882

Email: burt.pritchett@fda.hhs.gov

RIN: 0910-AF46

867. OVER-THE-COUNTER (OTC)
DRUG REVIEW—DANDRUFF,
SEBORRHEIC DERMATITIS, AND
PSORIASIS PRODUCTS

Priority: Routine and Frequent

Legal Authority: 21 USC 321p; 21 USC
331; 21 USC 351 to 353; 21 USC 355;
21 USC 360; 21 USC 360a; 21 USC 371;
21 USC 371a

CFR Citation: 21 CFR 201; 21 CFR 310;
21 CFR 330 to 358

Legal Deadline: None

Abstract: The OTC drug review
establishes conditions under which
OTC drugs are considered generally
recognized as safe and effective and not
misbranded. After a final monograph
(i.e. final rule) is issued, only OTC
drugs meeting the conditions of the
monograph, or having an approved new
drug application, may be legally
marketed. This action addresses
combinations containing coal tar

solution and menthol in a shampoo
product.

Timetable:
Action Date FR Cite
NPRM (Amendment) 05/00/05

Regulatory Flexibility Analysis
Required: Yes

Small Entities Affected: Businesses
Government Levels Affected: None

Agency Contact: Gerald M. Rachanow,
Regulatory Counsel, Division of
Over—the—Counter Drug Products,
Department of Health and Human
Services, Food and Drug
Administration, HFD-560, Center for
Drug Evaluation and Research, 5600
Fishers Lane, HFD-560, Rockville, MD
20857

Phone: 301 827-2241

Fax: 301 827-2315

Email: rachanow@cder.fda.gov

RIN: 0910-AF49

868. OVER-THE-COUNTER (OTC)
DRUG REVIEW—SKIN BLEACHING
PRODCUTS

Priority: Routine and Frequent

Legal Authority: 21 USC 321p; 21 USC
351 to 353; 21 USC 355; 21 USC 360;
21 USC 360a; 21 USC 371; 21 USC
371a; 21 USC 331

CFR Citation: 21 CFR 201; 21 CFR 310;
21 CFR 330 to 358

Legal Deadline: None

Abstract: The OTC drug review
establishes conditions under which
OTC drugs are considered generally
recognized as safe and effective and not
misbranded. After a final monograph
(i.e. final rule) is issued, only OTC
drugs meeting the conditions of the
monograph, or having an approved new
drug application, may be legally
marketed. This action addresses
products containing hydroquinone.

Timetable:

Action Date FR Cite
NPRM 11/00/05

Regulatory Flexibility Analysis
Required: Yes

Small Entities Affected: Businesses
Government Levels Affected: None

Agency Contact: Gerald M. Rachanow,
Regulatory Counsel, Division of
Over—the—Counter Drug Products,
Department of Health and Human
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Services, Food and Drug
Administration, HFD-560, Center for
Drug Evaluation and Research, 5600
Fishers Lane, HFD-560, Rockville, MD
20857

Phone: 301 827-2241

Fax: 301 827-2315

Email: rachanow@cder.fda.gov

RIN: 0910-AF53

869. ¢ OVER-THE-COUNTER (OTC)
DRUG REVIEW—STIMULANT DRUG
PRODUCTS

Priority: Routine and Frequent

Legal Authority: 21 USC 321p; 21 USC
331; 21 USC 351 to 353; 21 USC 355;
21 USC 360; 21 USC 360a; 21 USC 371;
21 USC 371a

CFR Citation: 21 CFR 201; 21 CFR 310;
21 CFR 330 to 358

Legal Deadline: None

Abstract: The OTC drug review
establishes conditions under which
OTC drugs are considered generally
recognized as safe and effective and not
misbranded. After a final monograph
(i.e. final rule) is issued, only OTC
drugs meeting the conditions of the
monograph, or having an approved new
drug application, may be legally
marketed. This action addresses the use
of stimulant active ingredients to
relieve symptoms associated with a
hangover.

Small Entities Affected: Businesses
Government Levels Affected: None

Agency Contact: Gerald M. Rachanow,
Regulatory Counsel, Division of
Over—the—Counter Drug Products,
Department of Health and Human
Services, Food and Drug
Administration, HFD-560, Center for
Drug Evaluation and Research, 5600
Fishers Lane, HFD-560, Rockville, MD
20857

Phone: 301 827-2241

Fax: 301 827-2315

Email: rachanow@cder.fda.gov

RIN: 0910-AF56

Timetable:

Action Date FR Cite

NPRM (Amendment) 01/00/06
(Hangover)

Regulatory Flexibility Analysis
Required: Yes

870. e DESIGNATION OF NEW
ANIMAL DRUGS FOR MINOR USE
AND MINOR SPECIES

Priority: Other Significant
Legal Authority: 21 USC 360ccc—2
CFR Citation: 21 CFR 514.1(d)(1)(i)

Legal Deadline: NPRM, Statutory,
August 2, 2005.
Final, Statutory, August 2, 20086.

Abstract: This proposed rule is being
issued in response to the Minor Use
and Minor Species (MUMS) Animal
Health Act of 2004. The proposed rule
implements section 573 of the MUMS
Act which sets forth the functional
requirements for drug sponsors
requesting MUMS designation for
proposed new animal drugs. MUMS
designation of a new animal drug will
allow drug sponsors to be granted
seven years of exclusive marketing
rights for these limited demand new
animal drugs. This regulation will
define content and format requirements

for designation, requests changing
designation ownership, and annual
reporting requirements. This rule will
also describe the criteria CVM will use
for granting or denying these requests.
Specific sections of the rule will be
dedicated to documentation of MUMS
status in a request, granting MUMS
designation, and revocation of MUMS
designation. This is a voluntary
program for animal drug sponsors.
While we do not have estimates of the
impact on the animal drug industry, we
expect that this rule will have a net
beneficial impact on the industry with
those firms participating who hope to
profit as a result of the market
exclusivity provided by the MUMS Act.
A large number of these drug
companies are classified as small
businesses.

Timetable:
Action Date FR Cite
NPRM 08/00/05

Regulatory Flexibility Analysis
Required: No

Small Entities Affected: Businesses
Government Levels Affected: None

Agency Contact: Andrew J. Beaulieu,
Director, Office of Minor Use and
Minor Species Animal Drug
Development, Department of Health
and Human Services, Food and Drug
Administration, HFV-101, Center for
Veterinary Medicine, 7519 Standish
Place, Room 180, MPN—4, Rockville,
MD 20855

Phone: 301 827-2974

Email: abeaulie@cvm.fda.gov

RIN: 0910-AF60

Department of Health and Human Services (HHS)
Food and Drug Administration (FDA)

Final Rule Stage

871. REQUIREMENTS ON CONTENT
AND FORMAT OF LABELING FOR
HUMAN PRESCRIPTION DRUGS AND
BIOLOGICAL PRODUCTS

Priority: Other Significant

Legal Authority: 21 USC 321; 21 USC
331; 21 USC 351 to 353; 21 USC 355;
21 USC 371; 42 USC 262

CFR Citation: 21 CFR 201
Legal Deadline: None

Abstract: This regulation is one
component of the Secretary’s initiative
to reduce medical errors. The

regulation would amend the regulations
governing the format and content of
professional labeling for human
prescription drugs (including biological
products that are regulated as drugs),
21 CFR 201.56 and 201.57. The
regulation would require that such
labeling include highlights of
prescribing information and a table of
contents for prescribing information. It
would reorder currently required
information, make minor changes to its
content, and establish minimum
graphical requirements.

Timetable:
Action Date FR Cite
NPRM 12/22/00 65 FR 81082
NPRM Comment 03/22/01
Period End
NPRM Comment 03/30/01
Period Reopened
NPRM Comment 06/22/01
Period Reopening
End
Final Action 05/00/05

Regulatory Flexibility Analysis
Required: Yes

Small Entities Affected: Businesses
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Timetable: Timetable: Health and Human Services, Food and
: : ; : Drug Administration, HFS-800

A D FR Act Dat FR Cit ’ ’

ction ate Cite ctlon a%e Cite HFS-024, Center for Food Safety and
NPRM 06/10/04 69 FR32467 NPRM 07/30/03 68FR 44678  Applied Nutrition, 5100 Paint Branch
Final Action 02/00/06 NPRM Comment 10/28/03 Parkway, College Park, MD 20740

Period End .

Regulatory Flexibility Analysis Final Action 12/00/05 Phone: 301 436-1720

Required: No
Small Entities Affected: No
Government Levels Affected: None

Agency Contact: Brian L. Pendleton,
Regulatory Counsel, Department of
Health and Human Services, Food and
Drug Administration, Suite 3037
(HFD-7), Center for Drug Evaluation
and Research, 5515 Security Lane,
Suite 1101 (HFD-7), Rockville, MD
20852

Phone: 301 594-2041

Fax: 301 827-5562

Email: pendletonb@cder.fda.gov

RIN: 0910-AF15

Regulatory Flexibility Analysis
Required: No

Small Entities Affected: Businesses
Government Levels Affected: None

Agency Contact: Brenda R. Friend,
Regulatory Counsel, Department of
Health and Human Services, Food and
Drug Administration, Center for
Biologics Evaluation and Research,
1401 Rockville Pike, Rockville, MD
20852-1448

Phone: 301 827-6210

Fax: 301 827-9434

Related RIN: Split from 0910-AB26
RIN: 0910-AF26

888. BLOOD INITIATIVE—REVISIONS
TO LABELING AND STORAGE
REQUIREMENTS FOR BLOOD AND
BLOOD COMPONENTS, INCLUDING
SOURCE PLASMA

Priority: Other Significant

Legal Authority: 21 USC 321; 21 USC
360j; 21 USC 351 to 353; 21 USC 355;
21 USC 360; 21 USC 371; 21 USC 374;
42 USC 216; 42 USC 262; 42 USC 263;
42 USC 263a; 42 USC 264; 42 USC

300aa to 25; 21 USC 331; 21 USC 310

CFR Citation: 21 CFR 600; 21 CFR 606;
21 CFR 640

Legal Deadline: None

Abstract: The Food and Drug
Administration (FDA) is amending the
labeling requirements for blood, blood
components, and Source Plasma to be
more consistent with current practices
and to remove unnecessary or outdated
requirements. This action is based on
FDA’s comprehensive review of the
biologics regulations. It is also based
on reports by the U.S. House of
Representatives Committee on
Government Reform and Oversight
Subcommittee on House Resources and
Intergovernmental Relations, the
General Accounting Office, and the
Institute of Medicine, as well as on
public comments. This action is
intended to help ensure the continued
safety of the blood supply and to help
ensure consistency in container
labeling and storage temperatures.

889. INFANT FORMULA: CURRENT
GOOD MANUFACTURING
PRACTICES; QUALITY CONTROL
PROCEDURES; NOTIFICATION
REQUIREMENTS; RECORDS AND
REPORTS

Priority: Other Significant

Legal Authority: 21 USC 321; 21 USC
350a; 21 USC 371; ...

CFR Citation: 21 CFR 106; 21 CFR 107
Legal Deadline: None

Abstract: The agency published a
proposed rule on July 9, 1996, that
would establish current good
manufacturing practice regulations,
quality control procedures, quality
factors, notification requirements, and
records and reports for the production
of infant formula. This proposal was
issued in response to the 1986
Amendments to the Infant Formula Act
of 1980. On April 28, 2003, FDA
reopened the comment period to
update comments on the proposal. The
comment period was extended on June
27, 2003, to end on August 26, 2003.

Timetable:

Action Date FR Cite

12/00/05

Regulatory Flexibility Analysis
Required: No

Small Entities Affected: No
Government Levels Affected: None

Agency Contact: Melissa Scales,
Regulatory Counsel, Department of

Final Action

Email: melissa.scales@cfsan.fda.gov
Related RIN: Split from 0910-AA04
RIN: 0910-AF27

890. INFANT FORMULA QUALITY
FACTORS

Priority: Other Significant

Legal Authority: 21 USC 321; 21 USC
350a; 21 USC 371; ...

CFR Citation: 21 CFR 106; 21 CFR 107
Legal Deadline: None

Abstract: The agency published a
proposed rule on July 9, 1996, that
would establish current good
manufacturing practice regulations,
quality control procedures, quality
factors, notification requirements, and
records and reports for the production
of infant formula. This proposal was
issued in response to the 1986
Amendments to the Infant Formula Act
of 1980. On April 28, 2003, FDA
reopened the comment period to
update comments on the proposal. The
comment period was extended on June
27, 2003, to end on August 26, 2003.

Timetable:

Date
Final Action 12/00/05

Regulatory Flexibility Analysis
Required: No

Small Entities Affected: No
Government Levels Affected: None

Agency Contact: Melissa Scales,
Regulatory Counsel, Department of
Health and Human Services, Food and
Drug Administration, HFS-800,
HFS-024, Center for Food Safety and
Applied Nutrition, 5100 Paint Branch
Parkway, College Park, MD 20740
Phone: 301 436-1720

Email: melissa.scales@cfsan.fda.gov

Related RIN: Split from 0910-AA04
RIN: 0910-AF28

Action FR Cite

891. OVER-THE-COUNTER (OTC)
DRUG REVIEW—COUGH/COLD
(ANTIHISTAMINE) PRODUCTS
Priority: Routine and Frequent

Legal Authority: 21 USC 321p; 21 USC
351 to 353; 21 USC 355; 21 USC 360a;
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21USC 371a; 21 USC 331; 21 USC 360;
21 USC 371

CFR Citation: 21 CFR 201; 21 CFR 310;
21 CFR 330 to 358

Legal Deadline: None

Abstract: The OTC drug review
establishes conditions under which
OTC drugs are considered generally
recognized as safe and effective and not
misbranded. After a final monograph
(i.e. final rule) is issued, only OTC
drugs meeting the conditions of the
monograph, or having an approved new
drug application, may be legally
marketed. This action addresses
labeling claims for the common cold.

Timetable:

Action Date FR Cite
Final Action 12/00/05
(Amendment)

(Common Cold)

Regulatory Flexibility Analysis
Required: Yes

Small Entities Affected: Businesses
Government Levels Affected: None

Agency Contact: Gerald M. Rachanow,
Regulatory Counsel, Division of
Over—the—Counter Drug Products,
Department of Health and Human
Services, Food and Drug
Administration, HFD-560, Center for
Drug Evaluation and Research, 5600
Fishers Lane, HFD-560, Rockville, MD
20857

Phone: 301 827-2241

Fax: 301 827-2315

Email: rachanow@cder.fda.gov

Related RIN: Split from 0910-AA01
RIN: 0910-AF31

892. OVER-THE-COUNTER (OTC)
DRUG REVIEW—SKIN PROTECTANT
PRODUCTS

Priority: Routine and Frequent

Legal Authority: 21 USC 321p; 21 USC
351 to 353; 21 USC 355; 21 USC 360a;
21 USC 371a; 21 USC 331; 21 USC 360;
21 USC 371

CFR Citation: 21 CFR 201; 21 CFR 310;
21 CFR 330 to 358

Legal Deadline: None

Abstract: The OTC drug review
establishes conditions under which
OTC drugs are considered generally
recognized as safe and effective and not
misbranded. After a final monograph
(i.e. final rule) is issued, only OTC

drugs meeting the conditions of the
monograph, or having an approved new
drug application, may be legally
marketed. One action addresses
labeling for products formulated and
marketed as lip protectants. The second
action addresses skin protectant
products to protect and treat fever
blisters and cold sores.

Timetable:

Action Date FR Cite

Final Action (Technical 08/00/05
Amendments)

Final Action (Fever 01/00/06

Blisters/Cold Sores)

Regulatory Flexibility Analysis
Required: Yes

Small Entities Affected: Businesses
Government Levels Affected: None

Agency Contact: Gerald M. Rachanow,
Regulatory Counsel, Division of
Over—the—Counter Drug Products,
Department of Health and Human
Services, Food and Drug
Administration, HFD-560, Center for
Drug Evaluation and Research, 5600
Fishers Lane, HFD-560, Rockville, MD
20857

Phone: 301 827-2241

Fax: 301 827-2315

Email: rachanow@cder.fda.gov

Related RIN: Split from 0910-AA01
RIN: 0910-AF42

893. OVER-THE-COUNTER (OTC)
DRUG REVIEW—VAGINAL
CONTRACEPTIVE PRODUCTS

Priority: Routine and Frequent

Legal Authority: 21 USC 321p; 21 USC
351 to 353; 21 USC 355; 21 USC 360a;
21 USC 371a; 21 USC 331; 21 USC 358;
21 USC 360; 21 USC 360gg to 360ss;

21 USC 371; 21 USC 374; 21 USC 379e;
42 USC 216; 42 USC 241; 42 USC 262;
42 USC 264

CFR Citation: 21 CFR 201; 21 CFR 310;
21 CFR 330 to 358

Legal Deadline: None

Abstract: The OTC drug review
establishes conditions under which
OTC drugs are considered generally
recognized as safe and effective and not
misbranded. After a final monograph
(i.e. final rule) is issued, only OTC
drugs meeting the conditions of the
monograph, or having an approved new
drug application, may be legally
marketed. This action addresses

labeling warning statements for
products containing nonoxynol 9.

Timetable:

Action Date FR Cite
Final Action 11/00/05
(Warnings)

Regulatory Flexibility Analysis
Required: Yes

Small Entities Affected: Businesses
Government Levels Affected: None

Agency Contact: Gerald M. Rachanow,
Regulatory Counsel, Division of
Over—the—Counter Drug Products,
Department of Health and Human
Services, Food and Drug
Administration, HFD-560, Center for
Drug Evaluation and Research, 5600
Fishers Lane, HFD-560, Rockville, MD
20857

Phone: 301 827-2241

Fax: 301 827-2315

Email: rachanow@cder.fda.gov

Related RIN: Split from 0910-AA01
RIN: 0910-AF44

894. USE OF MATERIALS DERIVED
FROM CATTLE IN HUMAN FOOD AND
COSMETICS

Priority: Other Significant

Legal Authority: 21 USC 342; 21 USC
361; 21 USC 371

CFR Citation: 21 CFR 189.5; 21 CFR
700.27

Legal Deadline: None

Abstract: On July 14, 2004, FDA issued
an interim final rule, effective
immediately, to prohibit the use of
certain cattle material, to address the
potential risk of bovine spongiform
encephalopathy (BSE), in human food,
including dietary supplements, and
cosmetics. Prohibited cattle materials
include specified risk materials, small
intestine of all cattle, material from
nonambulatory disabled cattle, material
from cattle not inspected and passed
for human consumption, and
mechanically separated (MS) (Beef).
Specified risk materials are the brain,
skull, eyes, trigeminal ganglia, spinal
cord, vertebral column (excluding the
vertebrae of the tail, the transverse
processes of the thoracic and lumbar
vertebrae, and the wings of the sacrum),
and dorsal root ganglia of cattle 30
months and older; and the tonsils and
distal ileum of the small intestine of
all cattle. Prohibited cattle materials do
not include tallow that contains no
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more than 0.15 percent hexane-
insoluble impurities and tallow
derivatives. This action minimizes
human exposure to materials that
scientific studies have demonstrated are
highly likely to contain the BSE agent
in cattle infected with the disease.
Scientists believe that the human
disease variant Creutzfeldt-Jakob
disease (vCJD) is likely caused by the
consumption of products contaminated
with the agent that causes BSE. After
reviewing comments received to the
interim final rule, FDA intends to issue
a final rule.

Timetable:
Action Date FR Cite
Interim Final Rule 07/14/04 69 FR 42256
Interim Final Rule 10/12/04

Comment Period

End
Final Action 01/00/06

Regulatory Flexibility Analysis
Required: No

Small Entities Affected: No
Government Levels Affected: None

Agency Contact: Rebecca Buckner,
Consumer Safety Officer, Department of
Health and Human Services, Food and
Drug Administration, HFS-306, Center
for Food Safety and Applied Nutrition,
5100 Paint Branch Parkway, HFS—-366,
College Park, MD 20740

Phone: 301 436-1486

Fax: 301 436—2632

Email: rebecca.buckner@cfsan.fda.gov

RIN: 0910-AF47

895. RECORDKEEPING
REQUIREMENTS FOR HUMAN FOOD
AND COSMETICS MANUFACTURED
FROM, PROCESSED WITH, OR
OTHERWISE CONTAINING MATERIAL
FROM CATTLE

Priority: Other Significant

Legal Authority: 21 USC 342; 21 USC
361; 21 USC 371; 21 USC 381

CFR Citation: 21 CFR 189.5; 21 CFR
700.27

Legal Deadline: None

Abstract: On July 14, 2004, FDA
proposed to require that manufacturers
and processors of human food and
cosmetics that are manufactured from,
processed with, or otherwise contain,
material from cattle must establish and
maintain records sufficient to
demonstrate the food or cosmetic is not
manufactured from, processed with, or

does not otherwise contain, prohibited
cattle materials. This is a companion
rulemaking to FDA’s interim final rule
entitled “Use of Materials Derived
From Cattle in Human Food and
Cosmetics.” FDA intends to finalize
this proposal after reviewing any
comments received.

Timetable:
Action Date FR Cite
NPRM 07/14/04 69 FR 42275
NPRM Comment 08/13/04

Period End
Final Action 08/00/05

Regulatory Flexibility Analysis
Required: No

Small Entities Affected: Businesses
Government Levels Affected: None

Agency Contact: Rebecca Buckner,
Consumer Safety Officer, Department of
Health and Human Services, Food and
Drug Administration, HFS—306, Center
for Food Safety and Applied Nutrition,
5100 Paint Branch Parkway, HFS-366,
College Park, MD 20740

Phone: 301 436-1486

Fax: 301 436—2632

Email: rebecca.buckner@cfsan.fda.gov

RIN: 0910-AF48

896. OVER-THE-COUNTER (OTC)
DRUG REVIEW—ANTACID PRODUCTS

Priority: Routine and Frequent

Legal Authority: 21 USC 321p; 21 USC
351 to 353; 21 USC 355; 21 USC 360;
21 USC 360a; 21 USC 371; 21 USC
371a; 21 USC 331

CFR Citation: 21 CFR 201; 21 CFR 310;
21 CFR 330 to 358

Legal Deadline: None

Abstract: The OTC drug review
establishes conditions under which
OTC drugs are considered generally
recognized as safe and effective and not
misbranded. After a final monograph
(i.e. final rule) is issued, only OTC
drugs meeting the conditions of the
monograph, or having an approved new
drug application, may be legally
marketed. One action addresses the
labeling of products containing sodium
bicarbonate as an active ingredient. The
other action addresses the use of
antacids to relieve upset stomach
associated with overindulgence in food
and drink.

Timetable:

Action Date FR Cite

Final Action (Sodium  01/00/06
Bicarbonate
Labeling)

Final Action
(Overindulgence
Labeling)

Regulatory Flexibility Analysis
Required: Yes

Small Entities Affected: Businesses
Government Levels Affected: None

Agency Contact: Gerald M. Rachanow,
Regulatory Counsel, Division of
Over—the—Counter Drug Products,
Department of Health and Human
Services, Food and Drug
Administration, HFD-560, Center for
Drug Evaluation and Research, 5600
Fishers Lane, HFD-560, Rockville, MD
20857

Phone: 301 827-2241

Fax: 301 827-2315

Email: rachanow@cder.fda.gov

RIN: 0910-AF52

01/00/06

897. ¢ SUPPLEMENTS AND OTHER
CHANGES TO APPROVED NEW
ANIMAL DRUG APPLICATIONS

Priority: Substantive, Nonsignificant
Legal Authority: 21 USC 356a

CFR Citation: 21 CFR 25; 21 CFR 500;
21 CFR 514; 21 CFR 558

Legal Deadline: None

Abstract: The Food and Drug
Administration (FDA) is amending its
regulations on supplements and other
changes to approved new animal drug
applications (NADAsS) or abbreviated
new animal drug applications
(ANADASs) to implement the
manufacturing changes provision of the
Food and Drug Modernization Act of
1997. The final rule requires
manufacturers to assess the effect of a
manufacturing change on the identity,
strength, quality, purity, and potency of
a drug as those factors relate to the
safety or effectiveness of the drug. The
final rule sets forth requirements for
changes requiring submission and
approval of a supplement before the
distribution

of the drug made using the change,
changes requiring the submission of a
supplement at least 30 days prior to
the distribution of the drug, changes
requiring the submission of a
supplement at the time of distribution
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Regulatory Flexibility Analysis
Required: No

Government Levels Affected: None

Agency Contact: Philip L. Chao, Senior
Policy Analyst, Department of Health
and Human Services, Food and Drug
Administration, Office of Policy and
Planning (HF-23), 5600 Fishers Lane,
Room 14C-17, Rockville, MD 20857
Phone: 301 827-0587

Fax: 301 827-4774

Email: pchao@oc.fda.gov

RIN: 0910-AA61

900. CHRONIC WASTING DISEASE:
CONTROL OF FOOD PRODUCTS AND
COSMETICS DERIVED FROM
EXPOSED ANIMAL POPULATIONS

Priority: Other Significant

Legal Authority: 42 USC 264; 21 USC
301 et seq

CFR Citation: Not Yet Determined
Legal Deadline: None

Abstract: The Food and Drug
Administration (FDA) is proposing to
prohibit the use of cervids (deer, elk)
for food, including dietary
supplements, and cosmetics if the
cervids have been exposed to chronic
wasting disease (CWD). FDA is
proposing this regulation because of
potential risks to health.

CWD is a type of transmissible
spongiform encephalopathy (TSE), a
group of fatal, neurodegenerative
diseases that include bovine
spongiform encephalopathy (BSE) in
cattle, scrapie in sheep and goats, and
Creutzfeldt-Jakob disease (CJD) in
humans. The disease has been
identified in wild and farmed elk and
wild deer populations.

CWD has been found in cervid
populations in certain areas of
Wisconsin, Colorado, Nebraska,
Wyoming, Kansas, Montana, Oklahoma,
South Dakota, New Mexico, Minnesota,
and Canada. In 1999, the World Health
Organization said there is no evidence
that CWD transmits to humans.
However, it also suggested any part of
a deer or elk believed to be diseased
should not be eaten. Results of some
studies using in vitro techniques have
suggested that transmission to humans
could possibly occur. However, if it
does occur, it is likely to be through

a very inefficient process.

Currently, there are no validated
analytical tests to identify animals in

the preclinical phase of CWD, or any
other TSE. In addition, no test exists

to ensure food safety. CWD typically
exhibits a long incubation period,
during which time animals appear
normal but are potentially infectious.
Therefore, DA is proposing to require
that food or cosmetic products derived
from animals exposed to CWD not enter

into commerce.

Timetable:

Action Date FR Cite
NPRM 05/00/06

Regulatory Flexibility Analysis
Required: Yes

Small Entities Affected: Businesses

Government Levels Affected:
Undetermined

Federalism: Undetermined

Agency Contact: Rebecca Buckner,
Consumer Safety Officer, Department of
Health and Human Services, Food and
Drug Administration, HFS-306, Center
for Food Safety and Applied Nutrition,
5100 Paint Branch Parkway, HFS-366,
College Park, MD 20740

Phone: 301 436-1486

Fax: 301 436-2632

Email: rebecca.buckner@cfsan.fda.gov

RIN: 0910-AC21

901. REQUIREMENTS FOR
SUBMISSION OF IN VIVO
BIOEQUIVALENCE DATA

Priority: Substantive, Nonsignificant

Legal Authority: 21 USC 321; 21 USC
331; 21 USC 351 to 353; 21 USC 355;
21 USC 355a; 21 USC 356; 21 USC
356a to 356¢; 21 USC 371; 21 USC 374;
21 USC 379

CFR Citation: 21 CFR 314.96(a)(1); 21
CFR 314.94(a)(7); 21 CFR 320.21(b)(1)

Legal Deadline: None

Abstract: The Food and Drug
Administration (FDA) is proposing to
amend its regulations on submission of
bioequivalence (BE) data to require an
abbreviated new drug application
(ANDA) applicant to submit data from
all BE studies the applicant conducts
on a drug product formulation
submitted for approval. In the past,
ANDA applicants have submitted BE
studies demonstrating that a generic
product meets BE criteria for FDA to
approve the ANDA but have not
typically submitted additional BE
studies conducted on the same drug

product formulation. FDA is proposing
to require ANDA applicants to submit
information, in either a complete or
summary report, from all additional
passing and nonpassing BE studies
conducted on the same drug product
formulation submitted for approval.

Timetable:

Action Date FR Cite

NPRM 10/29/03 68 FR 61640
Final Action To Be Determined

Regulatory Flexibility Analysis
Required: Yes

Small Entities Affected: Businesses
Government Levels Affected: None

Agency Contact: Aileen Ciampa,
Regulatory Counsel, Department of
Health and Human Services, Food and
Drug Administration, HFD-7, Center for
Drug Evaluation and Research, 5515
Security Lane, Suite 1101 (HFD-7),
Rockville, MD 20857

Phone: 301 594-2041

Fax: 301 827-5562

RIN: 0910-AC23

902. FOOD LABELING: TRANS FATTY
ACIDS IN NUTRITION LABELING:
CONSUMER RESEARCH TO
CONSIDER NUTRIENT CONTENT AND
HEALTH CLAIMS AND POSSIBLE
FOOTNOTE OR DISCLOSURE
STATEMENTS

Priority: Other Significant

Legal Authority: 21 USC 321; 21 USC
343; 21 USC 371

CFR Citation: 21 CFR 101
Legal Deadline: None

Abstract: The Food and Drug
Administration issued an advance
notice of proposed rulemaking on July
11, 2003 (68 FR 41507), to solicit
information and data that potentially
could be used to establish new nutrient
content claims about trans fatty acids;
to establish qualifying criteria for trans
fat in current nutrient content claims
for saturated fat and cholesterol, lean
and extra lean claims, and health
claims that contain a message about
cholesterol-raising lipids; and, in
addition, to establish disclosure and
disqualifying criteria to help consumers
make heart-healthy food choices. The
agency also requested comments on
whether it should consider statements
about trans fat, either alone or in
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combination with saturated fat and
cholesterol, as a footnote in the
Nutrition Facts panel or as a disclosure
statement in conjunction with claims to
enhance consumers’ understanding
about such cholesterol-raising lipids
and how to use the information to
make healthy food choices. Information
and data obtained from comments and
from consumer studies that will be
conducted by FDA also may be used

to help draft a proposed rule that
would establish criteria for certain
nutrient content or health claims or
require the use of a footnote, or other
labeling approach, about one or more
cholesterol-raising lipids in the
Nutrition Facts panel to assist
consumers in maintaining healthy
dietary practices.

Timetable:
Action Date FR Cite
ANPRM 07/11/03 68 FR 41507
ANPRM Comment 10/09/03
Period End
ANPRM Comment 03/01/04 69 FR 9559
Period Reopened
for 45 days
ANPRM Comment 04/19/04 69 FR 20838
Period Extended for
Additional 60 days
ANPRM Comment 06/18/04
Period End
NPRM To Be Determined

Regulatory Flexibility Analysis
Required: No

Government Levels Affected: Federal

Agency Contact: Julie Moss, Consumer
Safety Officer, Department of Health
and Human Services, Food and Drug
Administration, (HFS-832), HFS—830,
Center for Food Safety and Applied
Nutrition, 5100 Paint Branch Parkway,
College Park, MD 20740

Phone: 301 436—2373

Fax: 301 436—2639

Email: julie.moss@fda.gov

Related RIN: Related to 0910-AB66
RIN: 0910-AC50

903. CURRENT GOOD
MANUFACTURING PRACTICE IN
MANUFACTURING, PROCESSING,
PACKING, OR HOLDING OF DRUGS;
REVISION OF CERTAIN LABELING
CONTROLS

Priority: Substantive, Nonsignificant.
Major status under 5 USC 801 is
undetermined.

Unfunded Mandates: Undetermined
Legal Authority: 21 USC 351

CFR Citation: 21 CFR 211.122
Legal Deadline: None

Abstract: The proposed rule would
amend the packaging and labeling
control provisions of the current good
manufacturing practice regulations for
human and veterinary drug products by
limiting the application of special
control procedures for the use of cut
labeling to immediate container labels,
individual unit cartons, or multiunit
cartons containing immediate
containers that are not packaged in
individual unit cartons. The proposal
would also permit the use of any
automated technique, including
differentiation by labeling size and
shape, that physically prevents
incorrect labeling from being processed
by labeling and packaging equipment
when cut labeling is used.

Timetable:

Action Date FR Cite

NPRM 07/29/97 62 FR 40489
Final Action To Be Determined

Regulatory Flexibility Analysis
Required: Undetermined

Small Entities Affected: Businesses
Government Levels Affected: None
Federalism: Undetermined

Agency Contact: Howard P. Muller,
Office of Regulatory Policy, Department
of Health and Human Services, Food
and Drug Administration, Suite 3037
(HFD-7), Center for Drug Evaluation
and Research, 5515 Security Lane,
Suite 1101 (HFD-7), Rockville, MD
20852

Phone: 301 594-2041

Fax: 301 827-5562

Email: mullerh@cder.fda.gov

RIN: 0910-AF08

904. OVER-THE-COUNTER (OTC)
DRUG REVIEW—EXTERNAL
ANALGESIC PRODUCTS

Priority: Routine and Frequent
Legal Authority: 21 USC 321p; 21 USC
351 to 353; 21 USC 355; 21 USC 360a;

21USC 371a; 21 USC 331; 21 USC 360;
21 USC 371

CFR Citation: 21 CFR 201; 21 CFR 310;
21 CFR 330 to 358

Legal Deadline: None

Abstract: The OTC drug review
establishes conditions under which
OTC drugs are considered generally
recognized as safe and effective and not

misbranded. After a final monograph
(i.e. final rule) is issued, only OTC
drugs meeting the conditions of the
monograph, or having an approved new
drug application, may be legally
marketed. This action will address
external analgesic drug products.

Timetable: Next Action Undetermined

Regulatory Flexibility Analysis
Required: Yes

Small Entities Affected: Businesses
Government Levels Affected: None

Agency Contact: Gerald M. Rachanow,
Regulatory Counsel, Division of
Over—the—Counter Drug Products,
Department of Health and Human
Services, Food and Drug
Administration, HFD-560, Center for
Drug Evaluation and Research, 5600
Fishers Lane, HFD-560, Rockville, MD
20857

Phone: 301 827-2241

Fax: 301 827-2315

Email: rachanow@cder.fda.gov

Related RIN: Split from 0910-AA01
RIN: 0910-AF35

905. OVER-THE-COUNTER (OTC)
DRUG REVIEW—LAXATIVE DRUG
PRODUCTS

Priority: Routine and Frequent

Legal Authority: 21 USC 321p; 21 USC
351 to 353; 21 USC 355; 21 USC 360a;
21USC 371a; 21 USC 331; 21 USC 360;
21 USC 371

CFR Citation: 21 CFR 201; 21 CFR 310;
21 CFR 330 to 358

Legal Deadline: None

Abstract: The OTC drug review
establishes conditions under which
OTC drugs are considered generally
recognized as safe and effective and not
misbranded. After a final monograph
(i.e. final rule) is issued, only OTC
drugs meeting the conditions of the
monograph, or having an approved new
drug application, may be legally
marketed. This action will address
laxative drug products.

Timetable: Next Action Undetermined

Regulatory Flexibility Analysis
Required: Yes

Small Entities Affected: Businesses
Government Levels Affected: None

Agency Contact: Gerald M. Rachanow,
Regulatory Counsel, Division of
Over—the—Counter Drug Products,
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Department of Health and Human
Services, Food and Drug
Administration, HFD-560, Center for
Drug Evaluation and Research, 5600
Fishers Lane, HFD-560, Rockville, MD
20857

Phone: 301 827-2241

Fax: 301 827-2315

Email: rachanow@cder.fda.gov

Related RIN: Split from 0910-AA01
RIN: 0910-AF38

906. OVER-THE-COUNTER (OTC)
DRUG REVIEW—ORAL HEALTH CARE
PRODUCTS

Priority: Routine and Frequent

Legal Authority: 21 USC 321p; 21 USC
351 to 353; 21 USC 355; 21 USC 360a;
21 USC 371a; 21 USC 331; 21 USC 360;
21 USC 371

CFR Citation: 21 CFR 201; 21 CFR 310;
21 CFR 330 to 358

Legal Deadline: None

Abstract: The OTC drug review
establishes conditions under which
OTC drugs are considered generally
recognized as safe and effective and not
misbranded. After a final monograph
(i.e. final rule) is issued, only OTC
drugs meeting the conditions of the
monograph, or having an approved new
drug application, may be legally
marketed. This action will address oral
health care products.

Timetable: Next Action Undetermined

Regulatory Flexibility Analysis
Required: Yes

Small Entities Affected: Businesses
Government Levels Affected: None

Agency Contact: Gerald M. Rachanow,
Regulatory Counsel, Division of
Over—the—Counter Drug Products,
Department of Health and Human
Services, Food and Drug
Administration, HFD-560, Center for
Drug Evaluation and Research, 5600
Fishers Lane, HFD-560, Rockville, MD
20857

Phone: 301 827-2241

Fax: 301 827-2315

Email: rachanow@cder.fda.gov

Related RIN: Split from 0910-AA01
RIN: 0910-AF40

907. OVER-THE-COUNTER (OTC)
DRUG REVIEW—OVERINDULGENCE
IN FOOD AND DRINK PRODUCTS

Priority: Routine and Frequent

Legal Authority: 21 USC 321p; 21 USC
351 to 353; 21 USC 355; 21 USC 360;
21 USC 360a; 21 USC 371; 21 USC
371a; 21 USC 331

CFR Citation: 21 CFR 201; 21 CFR 310;
21 CFR 330 to 358

Legal Deadline: None

Abstract: The OTC drug review
establishes conditions under which
OTC drugs are considered generally
recognized as safe and effective and not
misbranded. After a final monograph
(i.e. final rule) is issued, only OTC
drugs meeting the conditions of the
monograph, or having an approved new
drug application, may be legally
marketed. This action addresses
products containing bismuth
subsalicylate for relief of symptoms of
upset stomach due to overindulgence
resulting from food and drink.

Timetable:

Action Date FR Cite
NPRM (Amendment) 01/05/05 70 FR 741
Final Action To Be Determined

Regulatory Flexibility Analysis
Required: Yes

Small Entities Affected: Businesses
Government Levels Affected: None

Agency Contact: Gerald M. Rachanow,
Regulatory Counsel, Division of
Over—the—Counter Drug Products,
Department of Health and Human
Services, Food and Drug
Administration, HFD-560, Center for
Drug Evaluation and Research, 5600
Fishers Lane, HFD-560, Rockville, MD
20857

Phone: 301 827-2241

Fax: 301 827-2315

Email: rachanow@cder.fda.gov

RIN: 0910-AF51

908. USE OF MATERIALS DERIVED
FROM CATTLE IN MEDICAL
PRODUCTS INTENDED FOR USE IN
HUMANS AND DRUGS INTENDED
FOR USE IN RUMINANTS

Priority: Other Significant

Legal Authority: 21 USC 501; 21 USC
502; 21 USC 505; 21 USC 512; 21 USC
516; 21 USC 519; 21 USC 701; 21 USC
704; 21 USC 801; 42 USC 351; 42 USC
361

CFR Citation: 21 CFR 116; 21 CFR
226.60; 21 CFR 300.200; 21 CFR 500;
21 CFR 600.16; 21 CFR 895; 21 CFR
1271.465; 21 CFR 1271.470

Legal Deadline: None

Abstract: The regulation would
prohibit the use of certain cattle
material in the manufacture of medical
products for humans and drugs for
ruminants, and would require
recordkeeping for products containing
or manufactured with cattle materials
to enable monitoring and enforcement
of the prohibitions. The rule would
prohibit the same cattle material that
is prohibited in the previous FDA IFR
that applies to foods and cosmetics.
These include certain high risk tissues
(e.g., brain, skull, eyes, spinal cord,
trigeminal ganglia, parts of the vertebral
column, and dorsal root ganglia) from
cattle 30 months and older, tonsils and
the distal ileum as well as the rest of
the small intestine of cattle of any age,
mechanically separated beef, material
from nonambulatory disabled cattle,
and material from cattle not inspected
and passed for human consumption.
The prohibitions would apply only to
materials derived from animals
slaughtered after the effective dates of
the rules. The prohibitions would not
apply to tallow that met a specified
purity standard. The rule would
provide criteria for deviations from the
requirements based on a showing of
safety or appropriate benefit to risk
ratio.

Timetable:
Action Date FR Cite
NPRM To Be Determined

Regulatory Flexibility Analysis
Required: No

Small Entities Affected: No
Government Levels Affected: None

Agency Contact: Eric Flamm, Senior
Policy Advisor, Office of Policy,
Department of Health and Human
Services, Food and Drug
Administration, Office of the
Commissioner, 5600 Fishers Lane,
Room 15-61, HF-23, Rockville, MD
20857

Phone: 301 827—-0891

Fax: 301 827-4774

Email: eric.flamm@fda.hhs.gov

Related RIN: Merged with 0910—-AF55
RIN: 0910-AF54





